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DETAILED ACTION 

1 . This action is responsive to tine amendment filed on 06/29/2010. Claims 24-40 
and 47-49 are pending. Claims 24 and 47 are independent. Claims 47-49 are newly 
added. 

Claim Rejections - 35 USC §112 

2. The following Is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 24-40 and 47-49 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The recitations "an expandable 
member disposed through the housing" in claim 24, and "an expandable member 
disposed through the lumen of the housing and including a stop" in claim 47 do not have 
sufficient support in the original disclosure and are considered as new matter. Applicant 
should be noted that the expandable member 24 is located outside the housing and is 
not disposed through the housing. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his Invention. 
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5. Claims 24-40 and 47-49 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claims 24 and 47, it is unclear how the expandable member is disposed 
through the housing since the expandable is disclosed to be located outside the housing 
in the specification. 

In claim 47, it is unclear how the expandable member has a stop since the stop is 
on the shaft as disclosed in the specification. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7. Claims 24-26, 28-32, 34, 35, 38-40, and 47-49 are rejected under 35 
U.S.C. 102(e) as being anticipated by Li et al (US Pat. No.: 7,291,129). 

In regard to claims 24-26, 28-32, 34, 35, 38-40, and 47-49, Li et al discloses an 
apparatus comprising: a housing (11,12, and 15); an expandable member (16 or 70); 
and a plurality of needles (21) coupled to the housing; wherein the expandable member 
is disposed from the distal end of a shaft coupled to the housing (Fig. 1 or 7A); an 
actuator (28) coupled to the plurality of needles; and a manifold (the cylindrical member 
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with a injection portion 27 tliat connects tine needle, Fig. 1); wlierein the plurality of 
needle are coated with the closure agent (when the bulking agent is injected, some of 
the bulking agent must be coated on the needle); wherein each one of the plurality of 
needles comprises a distal tip, a distal aperture, and a lumen that couples the distal 
aperture to a source of closure agent (Fig. 2B); wherein the expandable member has a 
deployed configuration (Fig. 4). 

8. Claims 24-32, 34, 35, 38-40, and 47-49 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Chow et al (US Pat. No.: 6,692,466). 

In regard to claims 24-32, 34, 35, 38-40, and 47-49, Li et al discloses an 
apparatus comprising: a housing (12); an expandable member (20); and a plurality of 
needles (46) coupled to the housing; wherein the expandable member is disposed from 
the distal end of a shaft coupled to the housing (Fig. 1 A); a stop (combination of 82 and 
84); an actuator (57) coupled to the plurality of needles; and a manifold (59); wherein 
the plurality of needle are coated with the closure agent (when the therapeutic agent is 
injected, some of the bulking agent must be coated on the needle); wherein each one of 
the plurality of needles comprises a distal tip, a distal aperture, and a lumen that 
couples the distal aperture to a source of closure agent (Fig. 4A); wherein the 
expandable member has a deployed configuration (Fig. 4). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

10. Claims 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Li et al 
(US Pat. No.: 7,291 ,129) as applied to claims 24 above, and further in view of Epstein et 
al (US Pat. No.: 6,835,193). 

In regard to claim 27, Li et al discloses all the limitations of the claim but fails to 
disclose a stop to limit translation of the plurality of needles into the tissue. However, 
Epstein et al teaches an apparatus comprising a stop (15 and 14) to limit translation of a 
needle into body tissue. At the time of the invention, it would have been obvious to 
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modify tine apparatus of Li et a! to include a stop as taught by Epstein et al for allowing 
the control of the depth Injection of the needle into the body tissue (Epstein et al, see 
Abstract). 

1 1 . Claims 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over Li et al 
(US Pat. No.: 7,291,129) as applied to claims 24 above, and further in viewof Janzen et 
al (US Pat. No.: 7,008,439). 

In regard to claim 33, Li et al discloses all the limitations of the claim but fails to 
disclose at least one balloon coupled to the plurality of needles; wherein the balloon 
being the closure agent. However, Janzen et al teaches at least one balloon coupled to 
the needle; wherein the balloon being the closure agent. At the time of the invention, it 
would have been obvious to modify the apparatus of Li et al to include at least one 
balloon coupled to the plurality of needles and wherein the balloon being the closure 
agent as taught by Janzen et al. The suggestion/motivation for doing so would have 
been to easily fill up the balloon with the closure agent, to protect the closure agent from 
fast degradation by the body, and to maintain the closure agent within a specific location 
of the body for a longer period of time. 

12. Claims 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Li et al (US Pat. No.: 7,291 ,129) as applied to claims 24 and 33 above, and further 
in view of Slater (US Pub. No.: 2002/0143291). 

In regard to Claims 36 and 37, Li et al discloses all the limitations of the claims 
but fails to disclose a radiopaque marker disposed adjacent to the distal tip of each one 
of the plurality of needles and on the distal end of the shaft. However, Slater teaches a 
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radiopaque marker (58) disposed adjacent to tine distal tip of a surgical insertion tool 
(26). At the time of the invention, it would have been obvious to modify the apparatus of 
Li et al to include a radiopaque marker disposed adjacent to the distal tip of a surgical 
insertion tool as taught by Slater. Applicants should note that it was well-known to 
include a radiopaque marker/band adjacent to the distal tip of a surgical insertion tool to 
allow a surgeon to monitor the location of the insertion tool in the body. 
13. Claims 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chow et al (US Pat. No.: 6,692,466) as applied to claims 24 and 33 above, and 
further in view of Slater (US Pub. No.: 2002/0143291). 

In regard to Claims 36 and 37, Chow et al discloses all the limitations of the 
claims but fails to disclose a radiopaque marker disposed adjacent to the distal tip of 
each one of the plurality of needles and on the distal end of the shaft. However, Slater 
teaches a radiopaque marker (58) disposed adjacent to the distal tip of a surgical 
Insertion tool (26). At the time of the invention, it would have been obvious to modify 
the apparatus of Chow et al to include a radiopaque marker disposed adjacent to the 
distal tip of a surgical insertion tool as taught by Slater. Applicants should note that it 
was well-known to include a radiopaque marker/band adjacent to the distal tip of a 
surgical insertion tool to allow a surgeon to monitor the location of the insertion tool in 
the body. 



Response to Arguments 
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14. Applicant's arguments witli respect to claims 24-40 and 47-49 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JING RUI OU whose telephone number is (571)270- 
5036. The examiner can normally be reached on 9:00am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, UYEN (JACKIE) HO can be reached on 571-272-4696. The fax phone 
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number for the organization wliere tliis application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated Information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. 0.1 

Examiner, Art Unit 3773 
09/09/2010 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



